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PATENT TERM EXTENSION AND NEW PATENTS - DECEMBER 23, 1999
DOCKET NUMBER *95S8-0117
*PED and PED represent Pediatric Exclusivity

APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL USE EXCLUS EXCLUS
NUMBER NUMBER EXPIRES CODE CODE EXPIRES
020482 004 ACARBOSE; PRECOSE I-252 SEP 25, 2001
I-253 SEP 29, 2001
020338 001 ADAPALENE; DIFFERIN 4717720 MAY 31, 2010 U-134
RE34440 MAR 31, 2010 U-275
020380 001 ADAPALENE; DIFFERIN 4717720 MAY 31, 2010 U-134
RE344490 MAY 31, 2010 U-275
020059 Q01 ADENOSINE ; ADENOSCAN 5070877 MAY 18, 2009 U-116
020760 001 ALATROFLOXACIN MESYLATE;TROVAN PRESERVATIVE FREE 5164402 NOV 17, 2009 U-282
5763454 JUN 15, 2015 U-~282
020760 002 ALATROFLOXACIN MESYLATE; TROVAN PRESERVATIVE FREE 5164402 NOV 17, 2008 U-282
5763454 JUN 15, 2015 U-282
020503 001 ALBUTEROL SULFATE; PROVENTIL-HFA T-262 JUN 02, 2002
019621 001 ALBUTEROL SULFATE; VENTOLIN 4594359 JUN 10, 2003
020560 001 ALENDRONATE SODIUM;FOSAMAX I-272 JUN 16, 2002
020560 002 ALENDRONATE SODIUM;FOSAMAX . I-272 JUN 16, 2002
020560 003 ALENDRONATE SODIUM; FOSAMAX I-272 JUN 16, 2002
020886 001 ALITRETINOIN; PANRETIN ODE FEB 02, 2006
NCE FEB 02, 2004
. 020221 001 AMIFOSTINE; ETHYOL ODE JUN 24, 2006
>ADD> 020965 001 AMINOLEVULINIC ACID HYDROCHLORIDE; LEVULAN KERASTICK 5079262 JUL 28, 2009 U-289 NCE DEC 03, 2004
>ADD> 5211938 MAY 18, 2010 U-289
>ADD> 5422093 JUL 28, 2009 U-289
020364 002 AMLODIPINE BESYLATE;LOTREL 4572909 JUL 31, 2006
020364 003 AMLODIPINE BESYLATE;LOTREL 4572909 JUL 31, 2006
020364 004 AMLODIPINE BESYLATE; LOTREL 4572909 JUL 31, 2006
020508 001 AMMONIUM LACTATE; LAC~-HYDRIN PED FEB 29, 2000
021007 001 AMPRENAVIR ; AGENERASE NCE APR 15, 2004
021007 002 AMPRENAVIR ; AGENERASE NCE APR 15, 2004
. 021039 001 AMPRENAVIR ; AGENERASE 5585397 DEC 17, 2013 NCE APR 15, 2004
>ADD> 020884 001 ASPIRIN; AGGRENOX NC NOV 22, 2002
020702 001 ATORVASTATIN CALCIUM;LIPITOR 5969156 JUL 08, 2016
020702 002 ATORVASTATIN CALCIUM;LIPITOR 5969156 JUL 08, 2016
020702 003 ATQRVASTATIN CALCIUM;LIPITQOR 5969156 JUL 08, 2016
020500 001 ATOVAQUONE ; MEPRON ODE JAN 05, 2006
I-255 JAN 05, 2002
020746 001 BUDESONIDE ; RHINOCORT NDF OCT 01, 2002
020746 002 BUDESONIDE; RHINOCORT NDF OCT 01, 2002
020711 002 BUPROPION HYDROCHLORIDE; ZYBAN 5763493 AUG 12, 2013
020711 003 BUPROPION HYDROCHLORIDE; ZYBAN 5763493 AUG 12, 2013
020554 001 BUSULFAN; BUSULFEX 5430057 SEP 30, 2013 U-263 ODE FEB 04, 2006
5559148 MAY 24, 2015 U-264 NDF FEB 04, 2002
020793 001 CAFFEINE CITRATE;CAFCIT NE SEP 21, 2002
020313 002 CALCITONIN, SALMON;MIACALCIN 5759565 JUN 02, 2015
020896 001 CAPECITABINE ; XELODA 5472949 DEC 14, 2013 U-271
4966891 NOV 08, 2008 U-272
020896 002 CAPECITABINE ; XELODA 5472949 DEC 14, 2013 U-271
4966891 NOV 08, 2008 U-272
020712 001 CARBAMAZEPINE; CARBATROL 5912013 JUN 15, 2016 U-277
020712 002 CARBAMAZEPINE ; CARBATROL 5912013 JUN 15, 2016 U-277

gsSs-0/s177



>ADD>

APPL/PROD

NUMBER

020998

020998

020740

020638
020863
020863
019537

020767
020463
021041

020287
020287
020287

017922
017922
018938
018938
0138955
019955
017922
021038
074752
074752
074752
020449

020931
020931
020931
020869

020862

050718
020972

001

002

005

001
001
002
004

001
001
001

001
003
004

001
002
001
002
001
Q02
003
001
001
003
004
001

Q01
002
003
001

001

Q01"

001

PATENT TERM EXTENSION AND NEW PATENTS - DECEMBER 23, 1999
DOCKET NUMBER *958-Q117

*PED and PED represent Pediatric Exclusivity

INGREDIENT NAME; TRADE NAME

CELECOXIB; CELEBREX

CELECOXIB; CELEBREX

CERIVASTATIN SODIUM;BAYCOL

CIDOFOVIR; VISTIDE

CILOSTAZOL; PLETAL

CILOSTAZOL; PLETAL

CIPROFLOXACIN HYDROCHLORIDE;CIPRO
CISAPRIDE MONOHYDRATE ; PROPULSID QUICKSOLV
CROMOLYN SODIUM; NASALCROM

CYTARABINE; DEPOCYT

DALTEPARIN SODIUM; FRAGMIN

DALTEPARIN SODIUM;FRAGMIN

DALTEPARIN SODIUM; FRAGMIN

DESMOPRESSIN
DESMOPRESSIN
DESMOPRESSIN
DESMOPRESSIN
DESMOPRESSIN
DESMOPRESSIN
DESMOPRESSIN

ACETATE; DDAVP
ACETATE ; DDAVP
ACETATE ; DDAVP
ACETATE; DDAVP
ACETATE ; DDAVP
ACETATE ; DDAVP

ACETATE; DDAVP (NEEDS NO REFRIGERATION)

DEXMEDETOMIDINE ; PRECEDEX

DILTIAZEM HYDROCHLORIDE;CARTIA XT
DILTIAZEM HYDROCHLORIDE;CARTIA XT
DILTIAZEM HYDROCHLORIDE;CARTIA XT

DOCETAXEL; TAXOTERE

DOFETILIDE; TIKOSYN
DOFETILIDE; TIKOSYN
DOFETILIDE; TIKOSYN

DORZOLAMIDE HYDROCHLORIDE; COSOPT

DOXERCALCIFEROL; HECTOROL

DOXQRUBICIN HYDROCHLORIDE;DOXIL

EFAVIRENZ; SUSTIVA

PATENT
NUMBER

5760068
5466823
5563165

5760068
5466823
5563165

5006530
5177080

5142051

4277479

4277479

4670444
5286754
5648093

5763407
5763407
5763407
5763407
5763407
5763407
5763407

4814470
5438072
5698582
5714512

4797413
4619939

5602116
5707980

5811423
5519021
5663169

PATENT/PED EXCL USE
CODE

EXPIRES

JUN 02, 2015
NOV 30, 2013
NOV 30, 2013
JUN 02, 2015
NOV 30, 2013
NOV 30, 2013
JAN 17, 2009
NOV 26, 2011
JUN 26, 2010
AUG 29, 2000
AUG 29, 2000
DEC 09, 2003
FEB 15, 2011
JUL 15, 2014

JUN 29, 2013
JUN 25, 2013
JUN 29, 2013
JUN 29, 2013
JUN 29, 2013
JUN 29, 2013
JUN 29, 2013
MAY 14, 2010
NOV 22, 2013

JUL 03, 2012
JUL 03, 2012

APR 28, 2008
OCT 28, 2003
APR 03, 2115

FEB 11, 2117

AUG 07,

2012

MAY 21, 2013
SEP 02, 2014

N8

NCE
NCE
U-36

PED
ODE
NP
I-263
I-259
I-263
I-259
I-263
I-259

NCE
PC
PC
PC

NCE
NCE
NCE

U-278 NCE
U-278

ODE
U-256

U-257

77

EXCLUS EXCLUS
CODE EXPIRES

MAY 24,

JAN 15,
JAN 15,

JuL 03,
APR 01,
APR 01,
MAY 25,
MAR 30,
MAY 25,
MAR 30,
MAY 25,
MAR 30,

DEC 17,
DEC 20,
DEC 20,
DEC 20,

oCT 01,

ocT 01,

oCT 01,
JUN 09,

JUN 28,

2002

2004
2004

2000
2006
2002
2002
2002
2002
2002
2002
2002

2004
1999
1999
1999

2004

2004

2004
2004

2006



>ADD>
>ADD>
>ADD>
>ADD>
>ADD>
>ADD>

APPL/PROD

NUMBER

020972

020972

020796
050778
020375
020375
020375
020375
020908
020992
020992
010971
010971
004782
004782
004782
004782
004782
010402
020216
020303
020527
020303

020527

020527

021065
021065
021065
020584

020584
020584
020753
020363
020363

020325
020801

002

003

001
001
001
002
003
004
001
002
003
005
003
001
002
003
004
005
001
001
002
002
001

001

003

001
002
003
001

002
003
0ol
001
003

001
001
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PATENT TERM EXTENSION AND NEW PATENTS - DECEMBER 23, 1999
DOCKET NUMBER *955-0117
*PED and PED represent Pediatric Exclusivity

INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL USE EXCLUS EXCLUS
NUMBER EXPIRES CODE CODE EXPIRES
EFAVIRENZ; SUSTIVA 5811423 AUG 07, 2012 U-256
5519021 MAY 21, 2013
5663169 SEP 02, 2014 U-257
EFAVIRENZ; SUSTIVA 5519021 MAY 21, 2013
5663169 SEP 02, 2014 U-257
5811423 AUG 07, 2012 U~256
ENTACAPONE ; COMTAN NCE OCT 19, 2004
EPIRUBICIN HYDROCHLORIDE; ELLENCE ODE SEP 15, 2006
ESTRADIOL; CLIMARA I-254 MAR 05, 2002
ESTRADIOL; CLIMARA I-254 MAR 05, 2002
ESTRADIOL; CLIMARA I-254 MAR 05, 2002
ESTRADIOL; CLIMARA 5223261 JUN 29, 2010 I-254 MAR 05, 2002
ESTRADIOL; VAGIFEM NP MAR 26, 2002
ESTROGENS, CONJUGATED SYNTHETIC A;CENESTIN NP MAR 24, 2002
ESTROGENS, CONJUGATED SYNTHETIC A;CENESTIN NP MAR 24, 2002
ESTROGENS, CONJUGATED;PMB 200 5210081 FEB 26, 2012
ESTROGENS, CONJUGATED;PMB 400 5210081 FEB 26, 2012
ESTROGENS, CONJUGATED ; PREMARIN 5210081 FEB 26, 2012
ESTROGENS, CONJUGATED; PREMARIN 5210081 FEB 26, 2012
ESTROGENS, CONJUGATED; PREMARIN 5210081 FEB 26, 2012
ESTROGENS, CONJUGATED ; PREMARIN 5210081 FEB 26, 2012
ESTROGENS, CONJUGATED; PREMARIN 5210081 FEB 26, 2012
ESTROGENS, CONJUGATED; PREMARIN 5210081 FEB 26, 2012
ESTROGENS, CONJUGATED; PREMARIN 5210081 FEB 26, 2012
ESTROGENS, CONJUGATED;PREMPHASE (PREMARIN;CYCRIN 14/14) 5210081 FEB 26, 2012
ESTROGENS, CONJUGATED; PREMPHASE 14/14 5210081 FEB 26, 2012
ESTROGENS, CONJUGATED;PREMPRO (PREMARIN;CYCRIN 14/14) 5210081 FEB 26, 2012
RE36247 MAY 02, 2006 U-284
ESTROGENS, CONJUGATED;PREMPRO 14/14 RE36247 MAY 02, 2006
5210081 FEB 26, 2012
ESTROGENS, CONJUGATED;PREMPRO 14/14 4826831 MAY 02, 2006
5547948 JAN 17, 2015
RE36247 MAY 02, 2006
5210081 FEB 26, 2012
ETHINYL ESTRADIOL; FEMHRT 5208225 MAY 04, 2010 U-283 NP QCT 15, 2002
ETHINYL ESTRADIOL;FEMHRT 5208225 MAY 04, 2010 U-283 NP OCT 15, 2002
ETHINYL ESTRADIOL; FEMHRT 5208225 MAY 04, 2010 U-283 NP OCT 15, 2002
ETODOLAC; LODINE XL 4966768 OCT 30, 2007 PED APR 25, 2000
4966768*PED APR 30, 2007 NDF OCT 25, 1999
ETODOLAC; LODINE XL 4966768 OCT 30, 2007 PED APR 25, 2000
~ 4966768*PED APR 30, 2007 PED NDF OCT 25, 1999
ETODOLAC; LODINE XL 4966768 QCT 30, 2007 NDF OCT 25, 1999
4966768*PED APR 30, 2007 PED PED APR 25, 2000
EXEMESTANE ; AROMASIN 4808616 JUL 07, 2006 NCE OCT 21, 2004
4904650 JUL 07, 2006 ODE OCT 21, 2006
FAMCICLOVIR; FAMVIR 5246937 SEP 21, 2010 U-96
FAMCICLOVIR; FAMVIR 5246937 SEP 21, 2010 U-96
FAMOTIDINE; PEPCID AC 5854267 DEC 28, 2015 U-267
FAMOTIDINE; PEPCID AC 5667794 MAY 02, 2015
5854267 DEC 29, 2015 U-267

5075114 DEC 24, 2008



APPL/PROD

NUMBER

n19304

Vidova

019304
019304
020747
020747
020747
020747
020747
020747
020955
020625

020788

020180

019452
018936

018936

020101

020974

020974

019958
020121
020582
020582
020882

020882

020937
020975
020976
021057

021061
021061
021062

an2

vve

003
004
001
002
003
004
005
006
001
001

001
001

001
003

004

001

001

002

001
001
001
002
001

002

001
001
001
001

001
002
001

INGREDIENT NAME; TRADE NAME

FENOFTERATE . TRTONOR

dONUSLORAIN{IRAVURN

FENOFIBRATE; TRICOR
FENOFIBRATE; TRICOR

FENTANYL
FENTANYL
FENTANYL
FENTANYL
FENTANYL
FENTANYL

PATENT TERM EXTENSION AND NEW PATENTS - DECEMBER 23,

*PED and PED represent Pediatric Exclusivity

CITRATE;ACTIQ
CITRATE;ACTIQ
CITRATE; ACTIQ
CITRATE;ACTIQ
CITRATE;ACTIQ
CITRATE;ACTIQ

(MTORONTZED)
AIL URUINL 4D |

(MICRONIZED)
({MICRONIZED)

DOCKET NUMBER *95S-0117

PATENT
NUMBER

AQQEN9 L
2QTIiLQ

4895726
4895726

FERRIC SODIUM GLUCONATE; FERRLECIT

FEXOFENADINE HYDROCHLORIDE;ALLEGRA

FINASTERIDE; PROPECIA

FINASTERIDE; PROSCAR

5855912
5738872

5571817
5886184

4760071
5886184
4377584
5942519

FLUOCINOLONE ACETONIDE;DERMA-SMOOTHE/FS

FLUOXETINE HYDROCHLORIDE; PROZAC

FLUOXETINE HYDROCHLORIDE; PROZAC

FLUOXETINE HYDROCHLORIDE; PROZAC

FLUOXETINE HYDROCHLORIDE;PROZAC

FLUOXETINE HYDROCHLORIDE; PROZAC

FLUTICASONE PROPIONATE; CUTIVATE
FLUTICASONE PROPIONATE;FLONASE

FOLLITROPIN ALFA/BETA;FOLLISTIM
FOLLITROPIN ALFA/BETA;FOLLISTIM

GABAPENTIN; NEURONTIN

GABAPENTIN; NEURONTIN

GADOVERSETAMIDE ; OPTIMARK
GADOVERSETAMIDE ; OPTIMARK
GADOVERSETAMIDE ; OPTIMARK
GANIRELIX ACETATE; ANTAGON

GATIFLOXACIN; TEQUIN
GATIFLOXACIN; TEQUIN
GATIFLOXACIN; TEQUIN

4314081
4626549
4626549

4314081
4626549
4626549

4626549

4626549
4626549
4314081

4626549
4626549
4314081

5767251
5767251
4087544
5084479
4087544
5084479

4801577
5767082
4980470
4980470
4980470

1599

PATENT/PED EXCL USE

EXPIRES

anna
EAV A

2009
2009

TAN 10
valN 127,

JAN 19,
JAN 19,

FEB 28,
FEB 28,
NOV 05,
NOV 19,
JUN 19,
NOV 19,
MAR 22,
OCT 23,

2015
2015
2013
2012
2006
2012
2000
2018

2001
2003
2003

2001
2003
2003

2003

FEB 02,
DEC 02,
DEC 02,

FEB 02,
DEC 02,
DEC 02,

DEC 02,

DEC 02, 2003
DEC 02, 2003
FEB 02, 2001

DEC 02, 2003
DEC 02, 2003

FEB 02, 2001
JUN 16, 2015
JUN 16, 2015
JAN 16, 2000

JAN 02, 2010
JAN 16, 2000

JAN 02, 2010
FEB 05, 2007

JUN 16, 2015
DEC 25, 2007
DEC 25, 2007
DEC 25, 2007

CODE

EXCLUS
CODE

NP
NP
NP
NP
NP
NP
NCE

U-259

U-262

U-261
U-280

U-154
U-84

U-154
U-84
U-84
U-154
U-84
U-154

U-84
U-154

I-265

I-267
I-258

U-106

U-258

U-106

U-258

NCE

NCE

NCE
NCE

NCE
NCE
NCE

~J
o

EXCLUS
EXPIRES

NOV 04,
NOV 04,
NOV 04,
NOV 04,
NOV 04,
NOV 04,
FEB 18,

AUG 18,

JUN 17,
DEC 11,

DEC 08,

DEC 08,

DEC 08,
JuL 29,

DEC 17,
DEC 17,
DEC 17,

2001
2001
2001
2001
2001
2001
2004

2002

2002
2001

2004

2004

2004
2004

2004
2004
2004



>ADD>
>ADD>
>ADD>
>ADD >
>ADD>
2ADD>

APPL/PROD

NUMBER

021062
020509
020509
020496
020496
020496
020305
020305
020758
020758
020758

020491
020723
021028
020083
020657
020966

021066
020564
021003

021004

020764
020764
020764
020406
020406
020597

020517
020837
020837
020035
021035

021035
021035

020997
020997
020997
021045
019941

002
001
002
001

-002

003
001
002
001
002
003

001
001
001
001
001
001

001
001
001

001

001
002
003
001
002
001

002
001
002
001
001

002
003

001
002
003
001
001

;
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PATENT TERM EXTENSION AND NEW PATENTS - DECEMBER 23, 1999
DOCKET NUMBER *958-0117
*PED and PED represent Pediatric Exclusivity

INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL USE EXCLUS EXCLUS
NUMBER EXPIRES CODE CODE EXPIRES
GATIFLOXACIN; TEQUIN 4980470 DEC 25, 2007 NCE DEC 17, 2004
GEMCITABRINE HYDROCHLORIDE;GEMZAR 4808614 MAY 15, 2010
GEMCITABINE HYDROCHLORIDE ; GEMZAR 4808614 MAY 15, 2010
GLIMEPIRIDE; AMARYL : 4379785 APR 06, 2005 U-118
GLIMEPIRIDE;AMARYL 4379785 APR 06, 2005 U-118
GLIMEPIRIDE; AMARYL 4379785 APR 06, 2005 U-118
GRANISETRON HYDROCHLORIDE;KYTRIL I-264 JUL 27, 2002
GRANISETRON HYDROCHLORIDE;KYTRIL I-264 JUL 27, 2002
HYDROCHLOROTHIAZIDE; AVALIDE 5994348 JUN 07, 2015
HYDROCHLOROTHIAZIDE; AVALIDE 5594348 JUN 07, 2015
HYDROCHLOROTHIAZIDE; AVALIDE 5994348 JUN 07, 2015 NCE SEP 30, 2002
5270317 MAR 20, 2011
IBUTILIDE FUMARATE;CORVERT . D-50 MAY 13, 2002
IMIQUIMOD; ALDARA 4689338 AUG 25, 2009 U-172
INSULIN HUMAN; VELOSULIN BR NP JUL 19, 2002
ITRACONAZOLE ; SPORANOX 4781111 DEC 23, 2005
ITRACONAZOLE ; SPORANOX 4791111 DEC 23, 2005
ITRACONAZOLE ; SPORANOX 4791111 DEC 23, 2005
4267179 JUN 23, 2000
KETOTIFEN FUMARATE; ZADITOR : NCE JuUL 02, 2004
LAMIVUDINE; EPIVIR 5905082 MAY 18, 2016
LAMIVUDINE; EPIVIR-HBV 5047407 FEB 08, 2009 I-257 DEC 08, 2001
5532246 JUL 02, 2013 U-250
5905082 MAY 18, 2016
LAMIVUDINE; EPIVIR-HBV 5047407 FEB 08, 2009 . I-257 DEC 08, 2001
5532246 JUL 02, 2013 U-250
LAMOTRIGINE; LAMICTAL CD I-247 DEC 14, 2001
LAMOTRIGINE; LAMICTAL CD I-247 DEC 14, 2001
LAMOTRIGINE; LAMICTAL CD I-247 DEC 14, 2001
LANSOPRAZOLE ; PREVACID M-1 JUL 06, 2002
LANSOPRAZOLE ; PREVACID M-1 JUL 06, 2002
-LATANOPROST ; XALATAN 5296504 MAR 22, 2011 U-260
5422368 MAR 22, 2011 U-260
4599353 JUL 28, 2006 U-260
LEUPROLIDE ACETATE; LUPRON DEPQT-4 4652441 NOV Q1, 2004
LEVALBUTEROL HYDROCHLORIDE; XOPENEX NP MAR 25, 2002
LEVALBUTEROL HYDROCHLORIDE; XOPENEX NP MAR 25, 2002
LEVAMISOLE HYDROCHLORIDE; ERGAMISOL 4584305 JUN 18, 2004 U-42
LEVETIRACETAM; KEPPRA 4943638 JUL 06, 2006 NCE NOV 30, 2004
4837223 JUN 06, 2006
LEVETIRACETAM; KEPPRA 4943639 JUL 06, 2006 NCE NOV 30, 2004
4837223 JUN 06, 2006
LEVETIRACETAM; KEPPRA 4943639 JUL 06, 2006 NCE NOV 30, 2004
4837223 JUN 06, 2006
LEVOBUPIVACAINE HYDROCHLORIDE ; CHIROCAINE 5708011 OCT 13, 2014 U-276
LEVOBUPIVACAINE HYDROCHLORIDE; CHIROCAINE 5708011 OCT 13, 2014 U-276
LEVOBUPIVACAINE HYDROCHLORIDE; CHIROCAINE 5708011 OCT 13, 2014 U-276

LEVONORGESTREL; PLAN B
LIDOCAINE; EMLA

NP JUL 28, 2002
I-260 MAR 11, 2002



APPL/PROD

NUMBER

020612
019777
019643
019643
019643
021047
021047
020922

020357
020357
020357
020969

020968
020682
020682
020682
019436
020343
020343
020343
020717

020717

021085
021009

020933
018612
020066
020385
020714

018705
021008

001
006
002
003
004
001
002
001

003
004
005
001

001
001
002
003
001
ool
002
003
001

002

001
001

001
003
003
001
001

002
001

PATENT TERM EXTENSION AND NEW PATENTS - DECEMBER 23,

DOCKET NUMBER *955-0117

*PED and PED represent Pediatric Exclusivity

INGREDIENT NAME; TRADE NAME

LIDOCAINE; LIDODERM
LISINOPRIL;ZESTRIL
LOVASTATIN; MEVACOR
LOVASTATIN; MEVACOR
LOVASTATIN; MEVACOR
LUTEINIZING HORMONE; REPRONEX
LUTEINIZING HORMONE; REPRONEX
MEQUINOL; SOLAGE

METFORMIN HYDROCHLORIDE; GLUCOPHAGE
METFORMIN HYDROCHLORIDE ; GLUCOPHAGE
METFORMIN HYDROCHLORIDE; GLUCOPHAGE
METHOXSALEN; UVADEX

MICONAZOLE NITRATE;MONISTAT DUAL- PAK
MIGLITOL;GLYSET

MIGLITOL;GLYSET

MIGLITOL;GLYSET

MILRINONE LACTATE; PRIMACOR

MILRINONE LACTATE; PRIMACOR IN DEXTROSE 5%
MILRINONE LACTATE; PRIMACOR IN DEXTROSE 5%
MILRINONE LACTATE; PRIMACOR IN DEXTROSE 5%
MODAFINIL; PROVIGIL

MODAFINIL; PROVIGIL

MOXIFLOXACIN HYDROCHLORIDE;AVELOX
NEDOCROMIL SODIUM;ABREVIA -

NEVIRAPINE; VIRAMUNE

NICOTINE POLACRILEX;NICORETTE (MINT)
NICOTINE POLACRILEX;NICORETTE (MINT)
NICOTINE; NICOTROL

NICOTINE;NICOTROL

NITROGLYCERIN; NITROLINGUAL PUMPSPRAY
OCTREOTIDE ACETATE; SANDOSTATIN LAR

PATENT
NUMBER

4374829
4231938
4231938
4231938

5194247
5470567

4845075
5036102
4999375

5514698

4639436

4639436

4639436

4313951

4313951
4313951
4313951

4177290
5618845
4927855

4177290
5618845
4927855

4474787
4760072
5366972

5656255
5400808
4917120
4800903
4793366
5167242
5501236
5186925
5688530
4395403
5538739
5639480
5922338
53922682

1999

PATENT/PED EXCL USE

EXPIRE

DEC 30,
JUN 15,
JUN 15,
JUN 15,

MAR 16,
MAR 19,

APR 11,
JUL 30,
MAR 12,
MAR 21,
JAN 27,
JAN 27,
JAN 27,
NOV 26,
NOV 26,
NOV 26,
NOV 26,
MAR 09,
OCT 06,
MAY 22,
MAR 09,
0CT 06,
MAY 22,

oCT 02,
JUL 26,
Nov 22,

AUG 12,
JUN 08,
APR 17,
JAN 31,
DEC 27,
JUN 08,
JUN 08,
FEB 16,
NOV 18,
NOV 21,
JUL 23,
JUN 17,
JuL 13,
JuL 13,

s

2001
2001
2001
2001

2010
2010

2009
2008
2008

2014

2009

2009

2009

2001

2001
2001
2001

1959
2014
2007

1999
2014
2007

2006
2005
2011

2014
2010
2007
2006
2005
2010
2010
2010
2014
2002

2013
2014

2016

2016

EXCLUS

CODE CODE

ODE

I~250
I-250
I-250
NP
NP
U-294
U-294
NCE
NCE
NCE
NP
U-273

NP
U-1i1
U-111
U-111

U-255
U-255

U-255
U-255
NCE
NP

Np*
NP+

U-268 ODE
U-269

81

EXCLUS
EXPIRES
MAR 19, 2006
MAR 11, 2002
MAR 11, 2002
MAR 11, 2002
AUG 27, 2002
AUG 27, 2002
MAR 03, 2000
MAR 03, 2000
MAR 03, 2000
FEB 25, 2002
JUN 30, 2002
DEC 10, 2004
DEC 08, 2002
DEC 23, 2001
DEC 23, 2001
NOV 25, 2005



APPL/PROD

NUMBER

021008

021008

020103
020103
020766
021087
018841

020897

020897

020897

020553
020553
020553
020553

002

003

001
002
001
001
004

001

002

003

001
002
003

004

PATENT TERM EXTENSION AND NEW PATENTS - DECEMBER 23, 1999
DOCKET NUMBER *958-0117

*PED and PED represent Pediatric Exclusivity

INGREDIENT NAME; TRADE NAME

OCTREOTIDE ACETATE; SANDOSTATIN LAR

OCTREOTIDE ACETATE; SANDOSTATIN LAR

ONDANSETRON HYDROCHLORIDE; ZOFRAN
ONDANSETRON HYDROCHLORIDE ; ZOFRAN
ORLISTAT; XENICAL

. OSELTAMIVIR PHOSPHATE;TAMIFLU

OXAPROZIN; DAYPRO
OXYBUTYNIN CHLORIDE;DITROPAN XL

OXYBUTYNIN CHLORIDE;DITROPAN XL

OXYBUTYNIN CHLORIDE;DITROPAN XL

OXYCODONE HYDROCHLORIDE; OXYCONTIN
OXYCODONE HYDROCHLORIDE; OXYCONTIN
OXYCODONE HYDROCHLORIDE ; OXYCONTIN

OXYCODONE HYDROCHLORIDE; OXYCONTIN

PATENT
NUMBER

5688530
4395403
5538739
5639480
5922338
5922682

5688530
4395403
5538739
56394890
5922338
5922682

4598089

5763483
5866601
5952375

4783337
5674895
5082668
5840754
4612008
4519801
5912268

5840754
5674895
5082668
4783337
4612008
4519801
5912268

5912268
4612008
4519801
5840754
5674895
5082668
4783337

5508042
5656295

5508042
5656295

5508042
5656295

5508042
5656295

PATENT/PED EXCL USE

EXPIRES

NOV 18, 2014
NOV 21, 2002
JuL 23, 2013
JUN 17, 2014
JUL 13, 2016
JUL 13, 2016

NOV 18, 2014
NOV 21, 2002
JUL 23, 2013
JUN 17, 2014
JUL 13, 2016
JUL 13, 201e

JUN 18, 2004
DEC 27, 2016
FEB 02, 2016
FEB 02, 2016

SEP 16, 2003
MAY 22, 2015
SEP 16, 2003
MAY 22, 2015
SEP 16, 2003
JuL 12, 2002

MAY 22, 2015

MAY 22, 2015
MAY 22, 2015
SEP 16, 2003
SEP 16, 2003
SEP 16, 2003
JUL 12, 2002
MAY 22, 2015
MAY 22, 2015
SEP 16, 2003
JUL 12, 2002
MAY 22, 2015
MAY 22, 2015
SEP 16, 2003
SEP 16, 2003
APR 16, 2013
FEB 05, 2008
APR 16, 2013
FEB 05, 2008
APR 16, 2013
FEB 05, 2008
APR 16, 2013
FEB 05, 2008

CODE

82

EXCLUS EXCLUS

CODE

U-268 ODE

U-269

U-268 ODE

U-269

1-269

I-269
NCE
NCE

PED
NCE
NP

NP

NP

EXPIRES

NOV 25, 2005

NOV 25, 2005

AUG 27, 2002

AUG 27, 2002
APR 23, 2004
OCT 27, 2004

APR 29, 2000
oCT 29, 1999
DEC 16, 2001

DEC 16, 2001

DEC 16, 2001



APPL/PROD

NUMBER

020262

020031

020031

020031

020031

020031

020710

020885

020885

020885

020885

020936

020936

021079

001
001

002

003

004

005

001

001

Q02

003

004

001

002

001

INGREDIENT NAME; TRADE NAME

PACLITAXEL;

PAROXETINE

PAROXETINE

PAROXETINE

PAROXETINE

PAROXETINE

PAROXETINE

PAROXETINE

PAROXETINE

PAROXETINE

PAROXETINE

PAROXETINE

PAROXETINE

PEMIROLAST

PATENT TERM EXTENSION AND NEW PATENTS - DECEMBER 23, 1999
DOCKET NUMBER *958-0117

*PED and PED represent Pediatric Exclusivity

TAXOL
HYDROCHLORIDE ; PAXIL

HYDROCHLORIDE; PAXIL

HYDROCHLORIDE; PAXIL

HYDROCHLORIDE; PAXIL

HYDROCHLORIDE; PAXIL

HYDROCHLORIDE; PAXIL

HYDROCHLORIDE; PAXIL

HYDROCHLORIDE; PAXIL

HYDROCHLORIDE; PAXIL

HYDRQCHLORIDE; PAXTL

HYDROCHLORIDE; PAXIL CR

HYDROCHLORIDE; PAXIL CR

POTASSIUM; ALAMAST

PATENT
NUMBER

5872132
5900423
5789449

5872132
5300423
5789449

5872132
5900423
5789449

5872132
5900423
5789449

5872132
5800423
5789449

5872132
5900423
5789449

4721723
5872132
5900423
5789449

4721723
5872132
5900423
5789449

4721723
5872132
5900423
5789449

4721723
5872132
5300423
5789449

5872132
4839177
5422123
4721723
5900423
5789449

5872132
4839177
5422123
4721723
5900423
57839449

5034230

PATENT/PED EXCL USE

EXPIRES

MAY 19, 2015
MAY 19, 2015
JAN 06, 2009

MAY 19, 2015
MAY 19, 2015
JAN 06, 2009

MAY 19, 2015
MAY 19, 2015
JAN 06, 2009

MAY 19, 2015
MAY 19, 2015
JAN 06, 2009

MAY 19, 2015
MAY 19, 2015
JAN 06, 2009

MAY 19, 2015
MAY 19, 2015
JAN 06, 2009

DEC 29, 2006
MAY 19, 2015
MAY 19, 2015
JAN 06, 2009

DEC 29, 2006
MAY 19, 2015
MAY 19, 2015
JAN 06, 2009

DEC 29, 2006
MAY 19, 2015
MAY 19, 2015
JAN 06, 2009

DEC 28, 2006
MAY 19, 2015
MAY 19, 2015
JAN 06, 2009

MAY 19, 2015
JUN 13, 2006
JUN 06, 2012
DEC 29, 2006
MAY 19, 2015
JAN 06, 2009

MAY 19, 2015
JUN 13, 2006
JUN 06, 2012
DEC 29, 2006
MAY 19, 2015
JAN 06, 2009

DEC 23, 2008

5034230*PED JUN 23, 2009

83

EXCLUS EXCLUS

CODE CODE EXPIRES
I-270 OCT 25,
I-261 MAY 17,
U-285
I-261 MAY 17,
U-285
I-261 MAY 17,
U-285
I-261 MAY 17,
U-285
I-261 MAY 17,
U-285
I-261 MAY 17,
U-285
U-12
U-285
U-12
U-285
U-12
U-285
U-12
U-285
NDF FEB 16,
U-286
NDF FEB 16,
U-286
U-184 PED MAR 24,
U-184 NCE SEP 24,

2002

2002

2002

2002

2002

2002

2002

2002

2002

2005
2004



APPL/PROD

NUMBER

021073
021073
021073

020698
020744
020667
020667
020667
020667
020667
020667
019627

075102
020639
020973
020815

075094
020984
020984
020803
020272

020272
020680

020865
020865

001
002
003

001
001
001
002
003
004
005
006
002

001
Q04
Q02
001

001
001
002
001
007

008
001

001
002

PATENT TERM EXTENSION AND NEW PATENTS - DECEMBER 23, 1999
DOCKET NUMBER *958-0117
*PED and PED represent Pediatric Exclusivity

INGREDIENT NAME; TRADE NAME

PIOGLITAZONE HYDROCHLORIDE;ACTOS
PIOGLITAZONE HYDROCHLORIDE;ACTOS
PIOGLITAZONE HYDROCHLORIDE;ACTQOS

POLYETHYLENE GLYCOL 3350;MIRALAX
PORACTANT ALPHA; CUROSURF )
PRAMIPEXOLE DIHYDROCHLORIDE;MIRAPEX
PRAMIPEXOLE DIHYDROCHLORIDE;MIRAPEX
PRAMIPEXOLE DIHYDROCHLORIDE;MIRAPEX
PRAMIPEXOLE DIHYDROCHLORIDE; MIRAPEX
PRAMIPEXOLE DIHYDROCHLORIDE;MIRAPEX
PRAMIPEXOLE DIHYDROCHLORIDE;MIRAPEX
PROPOFOL; DIPRIVAN

PROPOFQL ; PROPOFOL

QUETIAPINE FUMARATE; SERCQUEL
RABEPRAZOLE SODIUM;ACIPHEX
RALOXIFENE HYDROCHLORIDE; EVISTA

RANITIDINE HYDROCHLORIDE; RANITIDINE HCL
RAPACURONIUM BROMIDE; RAPLON
RAPACURONIUM BROMIDE; RAPLON

RIBAVIRIN; REBETOL

RISPERIDONE; RISPERDAL

RISPERIDONE ; RISPERDAL
RITONAVIR; NORVIR

RIZATRIPTAN BENZOQATE; MAXALT-MLT
RIZATRIPTAN BENZOATE; MAXALT~MLT

PATENT
NUMBER

44447795
4687777
4444779
4687777
4444779
4687777
5710183

4886812
4886812
4886812
4886812
4866812
4886812
5714520
5714520*PED
5731355
5731355*PED
5731356
5731356 *PED
5908869
5908869%PED

48739288

5466810
5514826
5569772
5629425
5659087
5710285
5731327
5731342
5747510
5808061
5811120
5843984
5972383

5418226
5418226
5914128
5158952
4804663
4804663
5158952
5948436
5457895
5457895

PATENT/PED EXCL USE

EXPIRES

JuL
JAN
JUL
JAN
JUL
JAN
JUL

MAR
MAR
MAR
MAR
MAR
MAR
MAR
SEP
MAR
SEP
MAR
SEP

27, 1999
17, 2006
27, 1999
17, 2006
27, 1999
17, 2006
14, 2015

25, 2011
25, 2011
25, 2011
25, 2011
25, 2011
25, 2011
22, 2015
22, 2015
22, 2015
22, 2015
22, 2015
22, 2015

MAR 22, 2015

SEP
MAR

JUN
JUN
JUN
SEP
JUN
MAR
MAR
JAN
MAR
MAR
MAR
APR
MAR

APR
APR
DEC
oCT
DEC
DEC
oCT
SEP
oCT
ocT

22, 2015

20, 2007

10, 2014
Q7, 2015
07, 2015
19, 2014
07, 2015
31, 2015
24, 2015
27, 2017
02, 2014
31, 2014
02, 2014
14, 2017
02, 2014

14, 2013
14, 2013
22, 2017
27, 2009
29, 2007
29, 2007
27, 2009
13, 2013
01, 2013
01, 2013

CODE CODE

NCE
NCE
NCE

U-265 NP
NCE

U-217
U-217
U-218
U-218
0-270
U-270

PC

NCE
NCE

84

EXCLUS EXCLUS

EXPIRES

JuL 15,
JUL 15,
JUL 15,

FEB 18,

2004
2004
2004
2002

NOV 18, 2004

OCT 17, 1998

SEP 26,

2002

AUG 19, 2004

I-271 SEP 30,

vU-287

NCE
NCE

U-%0 D-37
U-3¢0
U-9¢ D-37
U-90

JAN 14,
AUG 18,
AUG 18,
OCT 17,

OCT 17,

2002

2000
2004
2004
2000

2000



, 85
PATENT TERM EXTENSION AND NEW PATENTS - DECEMBER 23, 1999
DOCKET NUMBER *955-0117
*PED and PED represent Pediatric Exclusivity

APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL USE EXCLUS EXCLUS

NUMBER NUMBER EXPIRES CODE CODE EXPIRES

021042 001 ROFECOXIB; VIOXX 5474995 JUN 24, 2013 U-266 NCE MAY 20, 2004
5691374 NOV 25, 2017

021042 002 ROFECOXIB;VIOXX 5474995 JUN 24, 2013 U-266 NCE MAY 20, 2004
5691374 NOV 25, 2017
021052 001 ROFECOXIB; VIOXX 5474995 JUN 24, 2013 U-266 NCE MAY 20, 2004
5691374 NOV 25, 2017
021052 002 ROFECOXIB;VIOXX 5474995 JUN 24, 2013 U-266 NCE MAY 20, 2004
5691374 NOV 25, 2017
021071 002 ROSIGLITAZONE MALEATE;AVANDIA NCE MAY 25, 2004
021071 003 ROSIGLITAZONE MALEATE;AVANDIA NCE MAY 25, 2004
021071 004 ROSIGLITAZONE MALEATE; AVANDIA NCE MAY 25, 2004
019839 001 SERTRALINE HYDROCHLORIDE;ZOLOFT 4536518 DEC 30, 2005 U-152
019839 002 SERTRALINE HYDROCHLORIDE; ZOLOFT 4536518 DEC 30, 2005 U-152
019839 003 SERTRALINE HYDROCHLORIDE; ZOLOFT 4536518 DEC 30, 2005 U-152
019839 004 SERTRALINE HYDROCHLORIDE; ZOLOFT 4536518 DEC 30, 2005 U-152
0192839 005 SERTRALINE HYDROCHLORIDE; ZOLOFT 4536518 DEC 30, 2005 U-152
020478 001 SEVOFLURANE ; ULTANE 5930176 JAN 27, 2017
019766 001 SIMVASTATIN; ZOCOR I-277 NOV 22, 2002
I-278 NOV 22, 2002
I-273 AUG 05, 2002
019766 002 SIMVASTATIN; ZOCOR I-277 NOV 22, 2002
I-278 NOV 22, 2002
I-273 AUG 05, 2002
019766 003 SIMVASTATIN; ZOCOR I-277 NOV 22, 2002
I-278 NOV 22, 2002
I-273 AUG 05, 2002
019766 004 SIMVASTATIN; ZOCOR I-277 NOV 22, 2002
I-278 NOV 22, 2002
I-273 AUG 05, 2002
019766 005 SIMVASTATIN; ZOCOR I-277 ©NOV 22, 2002
: I-278 NOV 22, 2002
I-273 AUG 05, 2002
021083 Q01 SIROLIMUS ; RAPAMUNE 5100899 JUN 06, 2009 U-290 NCE SEP 15, 2004
5212155 MAY 18, 2010 U-291
5308847 MAY 03, 2011 U-292
5403833 APR 04, 2012 U-293
5536729 SEP 30, 2013
019640 005 SOMATROPIN, BIOSYNTHETIC;HUMATROPE I-182 DEC 30, 1999
ODE DEC 30, 2003
019640 006 SOMATROPIN, BIOSYNTHETIC;HUMATROPE I-182 -DEC 30, 1999
ODE DEC 30, 2003
019640 007 SOMATROPIN, BIOSYNTHETIC;HUMATROPE I-182 DEC 30, 1999
ODE DEC 30, 2003
020412 001 STAVUDINE; ZERIT 4978655 JUN 24, 2008 U-94
020412 002 STAVUDINE; ZERIT 4978655 JUN 24, 2008 U-94
020412 003 STAVUDINE; ZERIT 4978655 JUN 24, 2008 U-94
020412 004 STAVUDINE; ZERIT 4978655 JUN 24, 2008 U-94
020412 005 STAVUDINE; ZERIT 4978655 JUN 24, 2008 U-94
020413 001 STAVUDINE; ZERIT 4978655 JUN 24, 2008



APPL/DPROD

NUMBER

021042
021042
021052
021052

021071
021071
021071
019839
019839
019839
019839
019839
020478
019766

019766

019766

019766

0139766

021083

015640
019640
019640

020412
020412
020412
020412
020412
020413

001
002
001
002

002
003
004
001
002
003
004
Q05
001
001

002

003

004

005

001

005
006
007

001
002
003
004
005
001

PATENT TERM EXTENSION AND NEW PATENTS - DECEMBER 23, 1959
DOCKET NUMBER *958-0117

*PED and PED represent Pediatric Exclusivity

INGREDIENT NAME; TRADE NAME

ROFECOXIB; VIOXX
ROFECOXIB; VIOXX
ROFECOXIB;VIOXX
ROFECOXIB;VIOXX

ROSIGLITAZONE MALEATE;AVANDIA
ROSIGLITAZONE MALEATE;AVANDIA
ROSIGLITAZONE MALEATE;AVANDIA
SERTRALINE HYDROCHLORIDE; ZOLOFT
SERTRALINE HYDROCHLORIDE ; ZOLOFT
SERTRALINE HYDROCHLORIDE; Z0LOFT
SERTRALINE HYDROCHLORIDE; ZOLOFT
SERTRALINE HYDROCHLORIDE; ZOLOFT
SEVOFLURANE ; ULTANE

SIMVASTATIN; ZOCOR

SIMVASTATIN; ZOCOR

SIMVASTATIN; ZOCOR

SIMVASTATIN; ZOCOR

SIMVASTATIN; ZOCOR

SIROLIMUS ; RAPAMUNE

SOMATROPIN, BIOSYNTHETIC;HUMATROPE
SOMATROPIN, BIOSYNTHETIC;HUMATROPE
SOMATROPIN, BIOSYNTHETIC;HUMATROPE

STAVUDINE; ZERIT
STAVUDINE; ZERIT
STAVUDINE; ZERIT
STAVUDINE; ZERIT
STAVUDINE; ZERIT
STAVUDINE; ZERIT

PATENT
NUMBER

5474995
5691374
5474995
5691374
5474995
5691374
5474995
5691374

4536518
4536518
4536518
4536518
4536518
5990176

5100899
5212155
5308847
5403833
5536729

4978655
4978655
4978655
4978655
4978655
4978655

PATENT/PED EXCL USE

EXPIRES

JUN 24,
NOV 25,
JUN 24,
NOV 25,
JUN 24,
NOV 25,
JUN 24,
NOV 25,

DEC 30,
DEC 30,
DEC 30,
DEC :30,
DEC 30,
JAN 27,

JUN 06,
MAY 18,
MAY 03,
APR 04,
SEP 30,

JUN 24,
JUN 24,
JUN 24,
JUN 24,
JUN 24,
JUN 24,

2013
2017
2013
2017
2013
2017
2013
2017

2005
2005
2005
2005
2005
2017

2009
2010
2011
2012
2013

2008
2008
2008
2008
2008
2008

CODE

U-266 NCE
U-266 NCE
U-266 NCE
U-266 NCE

NCE

NCE

NCE
U-152
U-152
U-152
U-152
U-152

1-277
I-278
I-273
I-277
I-278
1-273
I-277
I-278
I-273
I-277
I-278
I-273
1-277
I-278
I-273
U-290 NCE
U-291
U-292
U-293

I-182
ODE
I-182
ODE
I-182
ODE

U-94

U-94

U-94

U-94

U-94

85

EXCLUS EXCLUS
CODE EXPIRES

MAY 20, 2004

MAY 20, 2004

MAY 20,

MAY 20,

MAY
MAY
MAY

NOV
NOV
AUG
Nov
NOV
AUG
NOV
NOV
AUG
Nov
Nov
AUG
NOV
Nov
AUG

SEP 15,

DEC
DEC
DEC
DEC
DEC
DEC

25,
25,
25,

22,
22,
05,
22,
22,
05,
22,
22,
05,
22,
22,
05,
22,
22,
05,

30,
30,
30,
30,
30,
30,

2004
2004

2004
2004
2004

2002
2002
2002
2002
2002
2002
2002
2002
2002
2002~
2002
2002
2002
2002
2002

2004 “

-

1999
2003
1999
2003
1999
2003



>ADD>

APPL/PROD

NUMBER

020579
021012
021029
021029
021029
021029
074823
074823
074823
074823
020539
020749
020980
020846
019762
019762
020646

020707
020912

020913

020505
020505
020505
020505
020505
020505
020844

020844

00l
001
001
002
003
004
001
002
003
004
001
001
001
001
001
002
00S

001
001

001

001
002
003
004
005
006
001

002

PATENT TERM EXTENSION AND NEW PATENTS - DECEMBER 23, 1999
DOCKET NUMBER *958-0117

*PED and PED represent Pediatric Exclusivity

INGREDIENT NAME; TRADE NAME

TAMSULQSIN HYDROCHLORIDE; FLOMAX

TECHNETIUM TC-9SM DEPREOTIDE;NEO TECT KIT

TEMOZOLOMIDE ; TEMODAR
TEMOZOLOMIDE ; TEMODAR
TEMOZOLOMIDE ; TEMODAR
TEMOZOLOMIDE; TEMODAR

TERAZOSIN HYDROCHLORIDE; TERAZOSIN
TERAZOSIN HYDROCHLORIDE; TERAZOSIN
TERAZOSIN HYDROCHLORIDE; TERAZOSIN
TERAZOSIN HYDROCHLORIDE; TERAZOSIN
TERBINAFINE HYDROCHLORIDE;LAMISIL
TERBINAFINE HYDROCHLORIDE;LAMISIL
TERBINAFINE HYDROCHLORIDE;LAMISIL
TERBINAFINE; LAMISIL
TESTOSTERONE ; TESTODERM
TESTOSTERONE ; TESTODERM

TIAGABINE HYDROCHLORIDE;GABITRIL

TILUDRONATE DISODIUM;SKELID
TIROFIBAN HYDROCHLORIDE; AGGRASTAT

TIROFIBAN HYDROCHLORIDE;AGGRASTAT

TOPIRAMATE ; TOPAMAX
TOPIRAMATE; TOPAMAX
TOPIRAMATE ; TOPAMAX
TOPIRAMATE ; TOPAMAX
TOPIRAMATE ; TOPAMAX
TOPIRAMATE; TOPAMAX
TOPIRAMATE; TOPAMAX SPRINKLE
TOPIRAMATE ; TOPAMAX SPRINKLE

HCL
HCL
HCL
HCL

PATENT

NUMBER

4703063
5260291
5260291
5260291

5260291

4680291

4680291
4755534

5840327
5840327
5010090
5354760
4876248
5292756
5880136
5965581
5972967
5292756
5880136
5965581
5372967

PATENT/PED EXCL USE
CODE

EXPIRES

OCT 27, 2009
NOV 09, 2010
NOV 09, 2010
NOV 09, 2010

NOV 09, 2010

JUL 14, 2004

JUL 14, 2004
DEC 30, 2006

AUG 15, 2016
AUG 15, 2016
OCT 07, 2008
MAR 24, 2012

JAN 30, 2010
MAY 14, 2012
SEP 27, 2010

OCT 23, 2016

OCT 23, 2016

MAY 14, 2012
SEP 27, 2010
OCT 23, 2016
OoCT 23, 2016

CODE

NCE
NCE
ODE
NCE
ODE
NCE
ODE
NCE
ODE
PC
PC
PC
PC
U-281
NCE
U-73 NCE
U-73
NP
NCE

NCE

U-230
U-254

U-230
U-254

I-266
I-274
I-266
I1-274
I-266
I-274
I-274
I-266
I-274
I-266
I-274
I-266
I-274
I-266
1-274
I-266

86

EXCLUS EXCLUS

EXPIRES

AUG 03, 2004
AUG 11, 2004
AUG 11, 2006
AUG 11, 2004
AUG 11, 2006
AUG 11, 2004
AUG 11, 2006
AUG 11, 2004
AUG 11, 2006
FEB 09, 2000
FEB 09, 2000
FEB 09, 2000
FEB 09, 2000

DEC 30, 1999
DEC 30, 1999

APR 29, 2001
DEC 30, 1999

SEP 30, 2002

JUL 23, 2002
OCT 01, 2002
JUL 23, 2002
OCT 01, 2002
JUL 23, 2002
oCT 01, 2002
OCT 01, 2002
JUL 23, 2002
oCT 01, 2002
JUL 23, 2002
0CT 01, 2002
JUL 23, 2002
OCT 01, 2002
JUL 23, 2002
oCT 01, 2002
JUL 23, 2002



APPL/PROD

NUMBER

020844

020671
020137
020468
020719
020719
020719
020720
020720
020720
020759

020759

020900
020699
020699
020699
020699
019614
020943
020943
020943
020547
020859
020859
021036

003

001
002
001
001
Q02
003
001
002
003
001

002

001
001
002
Q03
004
004
Q01
002
003
001
001
002
001

PATENT TERM EXTENSION AND NEW PATENTS - DECEMBER 23, 1999
DOCKET NUMBER *955-0117

*PED and PED represent Pediatric Exclusivity

INGREDIENT NAME; TRADE NAME

TOPIRAMATE ; TOPAMAX SPRINKLE

TOPOTECAN HYDROCHLORIDE;HYCAMTIN
TORSEMIDE; DEMADEX

TRIAMCINOLONE ACETONIDE;NASACORT AQ
TROGLITAZONE ; PRELAY

TROGLITAZONE; PRELAY
TROGLITAZONE ; PRELAY

TROGLITAZONE; REZULIN

TROGLITAZONE; REZULIN

TROGLITAZONE; REZULIN

TROVAFLOXACIN MESYLATE; TROVAN

TROVAFLOXACIN MESYLATE; TROVAN

UREA, C-13;PYLORI-CHEK BREATH TEST
VENLAFAXINE HYDROCHLORIDE; EFFEXOR XR
VENLAFAXINE HYDROCHLORIDE; EFFEXOR XR
VENLAFAXINE HYDROCHLORIDE; EFFEXOR XR
VENLAFAXINE HYDROCHLORIDE;EFFEXOR XR
VERAPAMIL HYDROCHLORIDE; VERELAN
VERAPAMIL HYDROCHLORIDE; VERELAN PM
VERAPAMIL HYDROCHLORIDE;VERELAN PM
VERAPAMIL HYDROCHLORIDE;VERELAN PM
ZAFIRLUKAST ; ACCOLATE

ZALEPLON; SONATA

ZALEPLON; SONATA

ZANAMIVIR ; RELENZA

PATENT
NUMBER

RE34672
5976573

5164402
5763454

5164402
5763454

4863742
4863742
4863742
4863742
4859692
4626538
4626538
D379506
4778054
4811731
5035237
5360817
5648379
4627432

PATENT/PED EXCL USE
EXPIRES

AUG 11,
JUL 03,

Nov 17,
JUN 15,
NOV 17,
JUN 15,

JUN 19,
JUN 13,
JUN 13,
JUN 19,
SEP 26,
JUN 23,
JUN 23,
MAY 27,
OCT 18,
JuL 29,
JUL 30,
NOV 01,
JuL 15,
DEC 09,

2006
2016

2009
2015

2009
2015

2007
2007
2007
2007
2010
2003
2003
2011
2005
2006
2008
2011
2014
2003

CODE

EXCLUS
CODE

I-274
I-266
I-256

U-295

I-275
I-275
I-275
I-276
I-27¢
I-276

U-282

U-282

U-282

U-282

U-274

NCE

I-251
I-251
I-251
I-251

I-268
NCE
NCE
NCE

87

EXCLUS
EXPIRES

OCT 01,
JuL 23,
Nov 30,

JUN 16,
JUN 16,
JUN 16,
JUN 16,
JUN 16,
JUN 16,

SEP 17,
MAR 11,

MAR 11,
MAR 11,

SEP 17,
AUG 13,
AUG 13,
JuL 26,

2002
2002
2001

2002
2002
2002
2002
2002
2002

2001
2002
2002
2002
2002

2002
2004
2004
2004



